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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to connmunication(s) filed on 20 July 2004 . 
2a)[3 This action is FINAL. 2b)n This action Is non-final. 

3) n Since this application is in condition for allowance except for fomrial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 13-18 and 29-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim($) 13-18. 29-51 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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Priority under 35 U.S.C, § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentabihty shall not be negatived by the 
manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are appHed for estabHshing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

3. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the apphcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

4. Claims 13-18 and 29-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Whitehead et al.(US 4,879,097) in view of Kolehmainen et aL(US 4,349,510). 
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The reference of Whitehead et al. discloses a device for forming a chamber which 
includes a base plate (10, 1 1) which holds a microtiter plate (16, 17). The device includes a Hd 
including component ports for immobilizing array components (28 or 350). The device includes 
sealant (21) between the base and the lid. With respect to claims 15, 16, 32 and 33, the device 
includes male/female alignment means (22). With respect to claims 18, 34 and 35, as shown in 
Figure 11, the chamber is connected to at least one fluid-handling device (350). 

While the reference of Whitehead et al. discloses sealant, 21, so as to seal the chamber to 
prevent entry of stray hght (See the abstract), the instant claims recite that the sealant provides an 
"airtight" seal. 

The reference of Kolehmainen et al. discloses an optical analysis system which detects 
chemiluminescence. The reference of Kolehmainen et al. discloses that a light-tight seal can be 
maintained using an o-ring, 38 (See column 4, lines 6-27). The light-tight seal prevents external 
light from interfering with the detector. 

In view of this teaching and in the absence of a showing of criticality and/or unexpected 
results, it would have been obvious to one of ordinary skill in the art to employ an o-ring seal in 
place of seal, 21, in device of Whitehead et al for the known and expected result of providing an 
alternative means recognized in the art to achieve the same result, sealing the interior of the 
reaction region from exterior light. Use of an o-ring as suggested by the reference of 
Kolehmainen et al. would inherently result in an airtight seal. 

With respect to claim 14, the lid of the device of Whitehead et al. includes openings or 
ports which would be capable of holding a fiber optic bundle. Note claims 13 and 14 do not 
positively recite the bundle, only a port for immobilizing a fiber optic bundle. 
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With respect to claim 3 1, the references of Whitehead et al. and Kolehmainen et al. 
discloses that is it known in the art to monitor chemiluminescent or bioluminescent reactions 
performed in microtiter plate arrays using an array of fiber optic devices (See Column 4, lines 
61-66 of Whitehead et al. and Figure 4 of Kolehmainen et al.). 

In view of these teachings and in the absence of a showing of criticality and/or 
unexpected results, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ a fiber optic array in the lid structure of the reference of 
Whitehead et al for the known and expected result of providing an alternative means recognized 
in the art to detect chemiluminescent reactions. Provision of the fiber optic and electrical 
detection system would provide increased reliability over the use of photographic film which is 
analyzed visually and/or provide an additional analytical techniques simultaneously, 

5. Claims 36-51 are rejected under 35 U.S.C. 103(a) as being unpatentable over Whitehead 
et al.(US 4,879,097) in view of Kolehmainen et al.(US 4,349,510) taken further in view of Walt 
etaL(US 6,327,410). 

The combination of the references of Whitehead et al. and Kolehmainen et al. has been 
discussed above. 

With respect to claims 36-40, the above claims differ by reciting that the second array 
component of the lid includes arrays of bioactive agents, specifically, a substrate that includes 
discrete sites containing a microspheres of distinctive bioactive agents. 

The reference of Whitehead et al. discloses that the disclosed supports (129) can take the 
form of fiber optic sensors (See column 9, lines 61-66). 
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The reference of Walt et al. discloses that the use of a substrate including discrete sites 
and a population of microspheres comprising first and second subpopulations distributed on the 
discrete sites wherein each subpopulation includes a distinct bioactive agent is known in the art 
(See column 4, line 35, to column 5, line 3 1), 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
employ the fiber optic sensor devices disclosed in the reference of Walt et al. in the system of the 
reference of Whitehead et al for the known and expected result of providing a means recognized 
in the art for contacting a fiber optic sensor with a sample for analyte detection. Advantages of 
using the fiber optic sensor of Walt et al over other prior art sensors include the ease of 
manufacture and the ability to perform high density screening of samples. Use of the system of 
Whitehead et al. for contacting the fiber optic sensor with a sample of analyte would allow a 
plurality of samples to be simultaneously contacted with a plurality of separate fiber optic 
sensors while maintaining a light-tight environment. 

With respect to claim 41, it would have been obvious to one of ordinary skill in the art to 
coat each support (129) with a different bioactive agent for the known and expected result of 
providing a means for simultaneously performing a plurality of different luminescent 
immunospecific assays. 

With respect to claims 42 and 43, the reference of Walt et al discloses the claimed 
density of bioactive agents (See column 5, lines 4-23). 

With respect to claims 44 and 45, while the reference of Whitehead et al employs a 6x10 
array of wells, it would have been obvious to one of ordinary skill in the art to modify the system 
to employ any of the standard microplate formats known in the art. 
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With respect to claims 46 and 47, the device includes male/female alignment means (22). 

With respect to claim 48, as shown in Figure 1 1, the chamber is connected to at least one 
fluid-handling device (350). 

With respect to claims 36, 49 and 50, the reference of Walt et al. discloses the use of 
subpopulations and/or random array of microspheres. 

With respect to claim 51, the reference of Walt et al, discloses Kst of possible bioactive 
agents (See column 7, line 55, to column 8, line 67) that includes peptides and nucleic acids. 

Response to Arguments 

6. Applicant's arguments and amendments to the claims, see pages 8-9, filed 20 July 2004, 
with respect to claims 40 and 44-47 as rejected under 35 USC 102 over the reference of Ishikawa 
et aL(US 5,888,834) have been fully considered and are persuasive. The rejection of the claims 
has been withdrawn. 

7. Applicant's arguments and amendments to the claims, see pages 9-11, filed 20 July 2004, 
with respect to claims 39-41 and 44-47 as rejected under 35 USC 102 over the reference of 
Dunnington et al. (WO 98/08092) have been fully considered and are persuasive. The rejection 
of the claims has been withdrawn. 

8. Applicant's arguments filed 20 July 2004, see pages 11-21, have been fully considered 
but they are not persuasive. 
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With respect to the rejection of the claims over the combination of the references of 
Whitehead et al. (US 4,879,097) and Kolehmainen et al(US 4,349,510), Apphcants take the 
position that the combination of the references is improper for the following reasons: 

The substitution of an o-ring for the labyrinth joint of the reference of Whitehead et al is 
not a functional equivalent because "In addition to providing a hght-tight seal, the labyrinth joint 
provides a means for aligning or registering the Ud 24 with the base 10, of Whitehead " 
Apphcants point to column 5, lines 40-47, of the reference of Whitehead and take the position 
that the labyrinth seal also provides the function of alignment and registration of the tube and 
wells of the device. Applicants argue that the use of an o-ring would not provide the desired 
functions of the labyrinth seal of the reference of Whitehead. 

In response, Applicants' comment are not found to be persuasive because Applicants' are 
silent as to the presence of "spigot 34" and "bores 22" which provide the required alignment and 
registration of the tubes and wells. The reference discloses that the groove 35 and rib 21 provide 
a labyrinth joint which is disclosed as functioning to provide a light-tight seal. The modification 
of the device of Whitehead as suggested by the prior art of record would encompass a device that 
replaces the labyrinth seal with an o-ring seal. The modified device would still include the 
alignment spigot and bores disclosed by the reference of Whitehead. As a result, even in the 
absence of the disclosed labyrinth seal, the lid and base would still include the required structures 
for alignment and registration of the tubes and wells. The Examiner would also like to point out 
that an amount of "play" exists between groove 35 and rib 21 that would result an some lateral 
movement between the lid and base (See Figures 1 and 2). Note, if the labyrinth seal provided 
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the alignment and registration argued by applicants, the device would not require the spigots and 
bores. 

Applicants further argue that the combination is improper because the Examiner has 
failed to provide adequate motivation for the combination of the references. Applicants stress 
that the light proof barrier (21) of Whitehead et al. is to prevent entry of light into the chamber 
and the purpose of the o-ring of Kolehmainen et al. is to prevent detection of outside light by 
separate detectors contacting the reflective tape. Applicants stress that the o-ring of Kolemainen 
et al. is placed between the sample and the detector such that the detector does not detect stray, 
contaminating light from an adjacent well. As a result, Applicants conclude, at best, the 
reference of Kolemainen et al. would suggest placing the o-ring between the sample well and the 
detector of Whitehead et al. In other word, that one of ordinary skill in the art would have been 
motivated to place the o-ring under the sample well of Whitehead et al. or some other way 
between the sample well and the film, but would not have been motivated to place a sealant 
between the base plate and the lid forming an airtight seal. 

In response to applicant's argument above, the test for obviousness is not whether the 
features of a secondary reference may be bodily incorporated into the structure of the primary 
reference; nor is it that the claimed invention must be expressly suggested in any one or all of the 
references. Rather, the test is what the combined teachings of the references would have 
suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 871 
(CCPA 1981). In this case, the primary reference of Whitehead et al. clearly discloses the use of 
a light-tight seal (21) so as to prevent entry of stray light between the holder (10) and cover (24). 
The seal employed by Whitehead et al. is characterized as a labyrinth joint (See column 5, lines 
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42-43). In summary, the reference of Whitehead et al. clearly discloses the use of a "light-tight 
seal" between the cover (24) and the base (10). The reference of Kolehmainen et al discloses 
that o-ring structure (15) is an art recognized means for making a "light-tight seal" between 
measuring heat (43) and well (5). In view of this disclosure, one of ordinary skill in the art 
would recognize that the o-ring structure of Kolehmainen et al. can be substituted for the 
labyrinth joint of Whitehead et al. As discussed in the M.P.E.P. at section 2144.06, substituting 
equivalents known for the same purpose is proper when the equivalency is recognized in the 
prior art. Also note "An express suggestion to substitute one equivalent component or process 
for another in not necessary to render such substitution obvious" (See In re Fout, 213 USPQ 532 
(CCPA 1982)). In this case, one of ordinary skill in the art when presented with the prior art 
references discussed above would have clearly recognized that an o-ring could be used in place 
of a labyrinth joint for maintaining a "light-tight seal". 

With respect to the combination of the references of Whitehead et al. and Kolehmainen et 
al., Apphcants argue that the combination of the references is improper because the Examiner 
has failed to point to anything specific in the cited references that would suggest the motivation 
to combine the reference of Whitehead with the secondary reference of Kolehmainen et al. 
Applicants take the position that the Examiner has merely made a "common sense" argument 
which is impermissible. 

In response. Applicants' comments are not found to be persuasive because the Examiner 
is of the position that the substitution of known equivalents known for the same purpose meets 
the requirements set forth in 35 USC 103. The prior art of record estabHshes that both 
photographic film and fiber optic detectors are known detection systems in the art of 
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chemiluminescent detection. Note an express suggestion to substitute one equivalent 
component or process for another is not necessary to render such substitution obvious (See In re 
Font, 213 USPQ 532 (CCPA 1982)). 

Applicants further argue that there is no teaching or suggestion in the cited references that 
simply replacing the labyrinth seal with an o-ring would result in an airtight seal Apphcants 
stress that there is no teaching or suggestion in the art of record of how to modify the device of 
Whitehead to form an airtight seal with an o-ring. 

In response, the Examiner is of the position that the prior art of record clearly provides 
motivation for substituting the labyrinth seal of the Whitehead reference with an o-ring seal 
suggested in the Kolehmainen et al. reference for reasons already discussed at length above. One 
of ordinary skill in the art would recognize that when using an o-ring to create a light-tight seal, 
the o-ring would inherently be capable of providing a liquid or air-tight seal. Merriam-Webster's 
Collegiate Dictionary, Tenth Edition, defines an o-ring as "a ring (as of synthetic rubber) used as 
a gasket". The dictionary defines a gasket as "a material (as rubber) or a member (as an o-ring) 
used to make a joint fluid tight". In view of these facts, the Examiner is of the position that one 
of ordinary skill in the art would have clearly recognized how to modify the device of Whitehead 
et al to include an o-ring and would have clearly recognized that the o-ring would provide a 
fluid-tight seal while functioning to provide the required light-tight seal of the primary reference. 

With respect to the rejection of claims 37-40, Applicants amendments to these claims and 
associated comments are persuasive to overcome the rejections of these claims over the 
combination of the references of Whitehead et al. and Kolehmainen et al. 
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With respect to the rejection of the claims over the combination of the references of 
Whitehead et al, Kolehmainen et al. and Walt et al, AppUcants first argue that the reference of 
Walt et al fails to add anything to the deficiencies associated with the combination of the 
references of Whitehead et al. and Kolehmainen et al. and discussed at length above. 
Specifically, Applicants stress that the reference of Walt et al. fails to provide motivation for 
replacing a labyrinth seal with an o-ring. 

In response, the reference of Walt et al. was not relied upon to provide motivation for 
replacing a labyrinth seal with an o-ring. The combination of the references of Whitehead et al 
and Kolehmainen et al address this claim limitation. The reference of Walt et al was relied 
upon as an additional teaching that addresses the obviousness of employing a second array 
component wherein each second array component includes "a plurality of different bioactive 
agents". 

With respect to the combination of the references of Whitehead et al., Kolehmainen et al 
and Walt et al, Applicants further argue that the combination of the references is improper 
because neither the references of Whitehead et al nor Kolehmainen et al teach or suggest that 
the plurality of array components comprise an array comprising a plurality of different bioactive 
agents directly coupled to the second array component. 

In response to applicant's aiguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co,, 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). In this case, the reference of 
Walt et al is relied upon as a prior art teaching as to the obviousness of employing an array 



Application/Control Number. 09/606,369 Pagg i; 

Art Unit: 1744 

component with an array of a plurality of different bioactive agents directly coupled to the 
second array component. 

Applicants ftirther argue that while the reference of Walt et al. discloses a plurality of 
different bioactive agents, the bioactive agents are attached to microspheres and are not directly 
attached to the second array component. 

Applicants' comments are not persuasive because the microspheres with the bioactive 
agents attached to the fiber optic bundle meets the instant claim language. The fiber optic bundle 
and the microspheres make-up the second array component and the bioactive agents are directly 
attached to the microspheres. The Examiner's position is further supported by the instant 
disclosure since claim 49, which is encompassed by the language of claims 37, 38, 39 and 40, 
includes the use of microspheres for providing "an array comprising a plurality of different 
bioactive agents directly coupled to said second array component". 

For these reasons the claims remain rejected over the prior art of record. 



Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, XmS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time pohcy as set forth in 37 CFR 1 . 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the maihng date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Beisner whose telephone number is 571-272-1269. 
The examiner can normally be reached on Tues. to Fri. and alt. Mon. from 6: 15am to 3:45pm 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert J. Warden can be reached on 571-272-1281. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (BBC) at 866-217-9197 (toll-free) 

William H. Beisner 
Primary Examiner 
Art Unit 1744 

WHB 



